10/625,221 PATENT 
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



Applicant: 
Serial No.: 
Filed: 

Confirmation No.: 
Title: 



SCHLIEVERT ET AL. Examiner: UNKNOWN 

10/625,221 Group Art Unit: 1645 

JULY 22, 2003 Docket No.: 600.31 1USD1 

UNKNOWN Customer No.: 23552 

MUTANTS OF STREPTOCOCCAL TOXIN A AND METHOD OF USE 



C ERTIFICATE UN DER 32 CFR \ ■?; 

I hereby certify that this correspondence is being deposited with the United States Postal Service as first class mail, with 
sufficient postage, in an envelope addressed to: Commissioner for Patents, F.O.Bpx i450, Alexandria, VA 223 13-1450 
on October 22, 2003. 




INFORMATION DISCLOSURE STATEMENT (37 C.F.R. S 1.97(b)) 

Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Dear Sir: 

With regard to the above-identified application, the items of information listed on the 
enclosed Form 1449 are brought to the attention of the Examiner. 

This statement should be considered because it is submitted within three months of the 
filing date of the above-identified application, which is not an application under 37 C.F.R. 
§ 1 .53(d). Accordingly, no fee is due for consideration of the items listed on the enclosed Form 
1449. 

In accordance with 37 C.F.R. § 1.98(d), a copy of each document or other information 
listed on the enclosed Form 1449 is not provided because it was previously cited by or submitted 
to the U.S. Patent and Trademark Office in parent application, U.S. Serial No. 08/973,391 filed 
on March 12, 1998. 

No representation is made that a reference is "prior art" within the meaning of 35 U.S.C. 
§§ 102 and 103 and Applicants reserve the right, pursuant to 37 C.F.R. § 1.131 or otherwise, to 
establish that the reference(s) are not "prior art." Moreover, Applicants do not represent that a 



reference has been thoroughly reviewed or that any relevance of any portion of a reference is 
intended. 

Consideration of the items listed is respectfully requested. Pursuant to the provisions of 
M.P.E.P. 609, it is requested that the Examiner return a copy of the attached Form 1449, marked 
as being considered and initialed by the Examiner, to the undersigned with the next official 
communication. 

Please charge any additional fees or credit any overpayment to Deposit Account No. 13- 



2725. 



Respectfully submitted, 



MERCHANT & GOULD P.C. 
P.O. Box 2903 

Minneapolis, MN 55402-0903 
(612) 332-5300 



DATE: 




2 



Date Mailed: October 22, 2003 



Sheet 1 of 3 



\\r Px INFORMATION DISCLOSURE STATEMENT 

° "ft 


Docket Number: 
600.3 11 USD I 


Application Number: 
10/625,221 


ntM *\ IN AN APPLICATION 

PI (Use several sheets if necessary) 


Applicant: SCHLIEVERT ET AU 


Filing Date: July 22, 2003 


Group Art Unit: 1645 



U.S. PATENT DOCUMENTS 


EXAMINER 


DOCUMENT NO. 


DATE 


NAME 


CLASS 


SUBCLASS 


FILING DATE 
IF APPROPRIATE 




5,336,598 


08/09/1994 


Kotzinetal. 










5,298,396 


03/29/1994 


Kotzin et al. 




























FOREIGN PATENT DOCUMENTS 












DOCUMENT NO. 


DATE 


COUNTRY 


CLASS 


SUBCLASS 


TRANSLATION 


















YES 


NO 




WO 93/14634 


08/05/1993 


PCT 












WO. A, 85 00832 


02/28/1985 


per 
































OTHER DOCUMENTS (Including Author, Title, Date, 


Pertinent Pages, Etc) 






M 


r 




Acharya, K. et al., "Structural Basis of Superantigen Action Inferred from Crystal 
Nature 367:94-97 (1994). 


Structure of Toxic-Shock Syndrome Toxin- 1", 








Aiyar, A. et al, "Modification of the Megaprimer Method of PCR Mutagenesis: Improved Amplification of the Final Product", 
BioTechniques Vol. 14, No. 3 (1993) pages 366-369. 








Altschyl, S. et al., "Optimal Sequence Alignment Using AfTine Gap Costs", Bullet 


nofMath. Biol. 48:603-616 (1986). 










Anthony-Cahil, S. et al., "Site-specific mutagenesis with unnatura 


amino acids", 1 


rends in Biochem. Sci. 14:400-103 (1989). 








Barsumian et al.. "Nonspecific 






A Streotococcal Pvrt 


uenic Exotoxin 










and Immunity 22:681-688 (1978). 








Belani, K. et al., "Association of exotoxin-producing Group A stre 
10:351-354(1991). 


ptococciandsev 


ere disease in childre 


n, Pediatr. Infect 


Dis. J. 








Betley et al., "Staphylcoccal Enterotoxins, Toxic Shock Syndrome Toxin and Streptococcal Pyrogenic E. 
Study of their Molecuar Biology", Chem. unmun. 55:1-35 (1992). 


otoxins: A Con 


fiparative 








Birkhaug et al., "Studies in Scarlet Fever II: Studies on the Use of Convalescent Scarlet Fever Serum in Dochez Scarletino 
Antistreptococcic serum for the treatment of scarlet fever". Bull. John Hopkins Hosp. 36:134-171 (1925). 








Black, CM. et al., "Detection of Streptococcal Pyrogenic Exotoxin 
Cellular Probes, Vol. 7, pp. 255-259 (1993). 


Genes by a Nested Polymerase Chain Reaction'', Mol 


cutarand 








Bohach et al., "Staphylcoccal and Streptococcal Pyrogenic Toxins 
Rev. Microbiol. 17:251-272(1989). 


Involved in Toxic Shock Syndrome and Related [lines 


es", Crit 








Bowie, J. et al., "Deciphering the Message in Protein Sequences: 
(March 16, 1990). 


Tolerance to Am 


no Acid Substitution 


".Science 247:1306-1310 








Superantigen Toxic Shock Syni 


rome Toxin 1", J. Exper. Med. 175:1301-1305 (April 1, 1992). 




/ 


/ 


Dohlsten et al., "Superantigen Induced Cytokines Supress Growth 
(1993). 


of Human Colon Carcinoma Cells", Int. 5. Cancer 54:482-488 



AjDy^\[^ CONSIDERED ^^^^^ 
tot citation is In conformance with MPEP 609; draw line through citation H not in < 




EXAMINER: Initial if reference 
considered. Include copy of th« 



citation if not in conformance and not 



Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 



Date Mailed: October 22, 2003 



Sheet 2 of 3 



/TP ^\ INFORMATION DISCLOSURE STATEMENT 

0 ^ 

»\ IN AN APPLICATION 


Docket Number: 
600.31 IUSDI 


Application Number 
10/625,221 


Applicant: SCHUEVERT ET AL 


W»* JB (Use several sheets if necessary) 


Filing Date: Jury 22, 2003 


Group Art Unit: 1645 



Fast, D. et al., Toxic Shock Syndrome-Associated Staphylcoccal and Streptococcal Pyrogenic Toxins are Potent Inducers of Tumor 
Necrosis Factor Production", Infection and Immunity 57:291-295 (Jan. 1989). 



Goshom, S. et al., "Nucelotide Sequence of Streptococcal Pyrogenic Exotoxin Type C'\ Infection and Immunity 56:2518-2520 (1988). 



Griggs, N. et al., "Mapping of Multiple Binding Domains of the Superantigen Staphylococcal Enterotoxin A for HLA", S. Immunology 
148:25 1 6-252 1 (April 1 5, 1 992). 



Hartwig, U. et al.. 1993. "Mutations affecting MHC class U binding of the su 
International Immunology 5(8):869-875. 



al erythrogenic toxin A." 



\ Gene 77:333-340 (1989). 



Hauser, A. et al., "Molecular Analysis of Pyrogenic Exotoxins from Streptococcus pyogenes Isolates Associated with Toxic Shock- 
Like Syndrome", J. Clin. Microbiol. 29:1562-1567 (August 1991). 



Hedlund et al, "Superantigen-Based Tumor Therapy in Vivo Activation of Cytotoxic T Cells", Cancer Immun. Immunother. 36:89-93 



A Fast and simple procedure for sequencing double stranded DNA with Seqenase", Nucleic Acids Research 



Dile et al., "Antibody Targeted Super Antigens Induce Lysis of Major Histocompatibility Complex Class II Negative T Cell Leukemia 
Lines", Cancer Res. 55:623-628 (1995). 



lwasaki et al., "Cloning, Characterization and Overexpression of Streptococcus Pyogenes Gene Encoding a New Type of Mitogenic 
Factor". FEBS Lett. 331:187-192(1993). 



re of a human class II histocompatibility molecule complexed with superantigen", 



Jett et al., "Identification of Staphylcoccal Enerotoxin B Sequences Important for Induction of Lymphocyte Proliferation Using 
Synthetic Peptide Fragments of the Toxin", Infection and Immunity 62:3408-3415 (1994). 



Johnson. L et al., "Group A streptococcal phage T12 carries the structural gene for pyrogenic exotoxin type A", Mol. Gen. Genet. 
194:52-56(1994). 



Kappler, J. et al., "Mutations Defining Functional Regions of the Superantigen Staphylcoccal Enterotoxin B.", J. Exp. Med 1 75:387- 
396 (February 1 992). 



Lee, P. et al, "Effects of Staphylococcal Toxic Shock Syndrome Toxin I on Aortic Endothelial Cells", 
J. Infect. Dis. 164:71 1-9 (1991). 



Lee, P. et al., "Fluid Replacement Protection of Rabbits Challenged Subcutanteously with Toxic Shock Syndrome Toxins", Infection 
and Immunity 59(3):879-884 (Mar 1991). 



Marrack, P. et al., "The Staphylcoccal Enterotoxins and Their Relatives", Science 248:705-7 1 1 (May 1 990). 



Martin, D., et al., "Molecular Epidemiology of Group A Streptococcus M Type 1 Infections, J. Infect. Dis. 1 67: 1 1 12-7 (1993). 



Mollick, 1. et al, "Localization of a Site on Bacterial Superantigens That Determines T Cell Receptor p Chain Specificity", J. Exp. 
Med. 1 77.283-293 (February 1 993). 



Mollick, J. et al., "Novel Superantigen Isolated from Pathogenic Strains of Streptococcus pyogenes with Aminoterminal Homology to 
Staphylcoccal Enterotoxins B and C, J. Clin. Invest. 92:710-719 (August 1993). 



Murray, D. et al., "Immunobiologic and Biochemical Properties of Mutants of Toxic Shock Syndrome Toxin- 1", J. Immunol (US) 





(19^4) I52(l):87-95. 


A3f 




EXAMINER N 


Y -J^Vjy^J^ \ | DATE CONSIDERED 






EXAMINER: Initial if reference^ 
considered. Include copy o/ Hfl 


nsidered. whether or not citation is In conformance with MPEP 609; draw line 
form for next communication to the Applicant. 


hrough citation if 


not in conformance and not 



•Substitute Disctosure Statement Form (PTO-1449) 



Patent and Tradamark Office; U.S. DEPARTMENT OF COMMERCE 



Date Mailed: October 22, 20O3 



Sheet 3 of 3 



FOJMJ449* 

/p 7?N. INFORMATION DISCLOSURE STATEMENT 

. >\ IN AN APPLICATION 
Qb> Hj (Use several sheets if necessary) 


Docket Number 
600.311USD1 


Application Number: 
10/625.221 


Applicant: SCHLIEVERT ETAL 


Filing Date: July 22, 2003 | Group Art Unit: 1645 



Musser, J. et al., "Infect Immun". Mar. 1995, 63(3) P994-1003 



Nelson, K. et al., "Characterization and Clonal Distribution of Four Alleles of the speA Gene Encoding pyrogenic Exotoxin A (Scarlet 
Fever Toxin) in Streptococcus pyogenes", . Exp. Med., 174:1271-1274 (Nov. 1991) 



nt primer". Nucleic Acids 



Rennell, D. et al, "Systematic Mutation of Bacteriophage T4 Lysozyme", J. Mol. Biol. 222:67-87 (1991). 



Re vie, D, et al., "Kinetic analysis for optimization of DNA ligation reactions", Nucleic Acids Research 16:10301-10321 (1988). 



id Purification of Associated Pyrogenic 



Schlievert, "Role of Superantigens in Human Disease", J. Infect. Dis. 167:997-1002 (1993). 



Schlievert, P. et al., "Infect Immun". June 1989, 57 (6) PI 865-7 



"Crystal Structure of Staphococcal Enterotoxin B as Superantigen", Nature 359:801-806 (1992). 



Tomai, M. et al., "Distinct T-Cell Receptor Vp Gene Usage by Human T. Lymphocytes Stimulated with the Streptococcal Pyrogenic 
Exotoxins and pep M5 Protein", Infection and Immunity 60:701-705 (Feb. 1992). 



t7 



/ 



re by semisynthesis, FASEB Journal 7:505-5 1 5 



Weeks et al., "Nucleotide Sequence of the Type A Streptococcal Exotoxin (Erythrogenic Toxin) Gene 
Bacteriophage T12", Infection and Immunology, Apr. 1986, 52:144-150, pp. 144-1 50. 



23552 

PATENT TRADEMARK OFFICE 











EXAMINER ^ \/^Ly\J}J'~^ C ^ V. | DATE CONSIOERED <^ | / J) 


— | 


EXAMINER: Initial if reference cvn/Lred, whether or not citation is In conformance with MPEP 609; drawtne t 
considered. Include copy of this pnj/ for next communication to the Applicant. 


rough cita 


ion if no( in conformance and not 



•Substitute Disclosure Statement Form (PTO-1449) Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 



